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This Chapter contains:

1. Departnment regulations relating to inventions (3 made by
Department  enployees, or (b) resulting from research grants,
fellowship awards, orresearch contracts under prograns
admnistered by the Department; and

2. Department patent policy, approved 7/31/58 by the Secretary,
establishing the limtations referred to in section 8.7 of
the Departnment regulations for the negotiation of cancer
chemotherapy industrial research contracts.

6-10-10 REGULATI ONS

TITLE 45--PuBLIC \ELFARE
Subtitle A--Department of Health, Education,
and Vel fare, General Adm nistration

PART 6--INVENTIONS AND PATENTS
( GENERAL)

PART 7-~EMPLOYEE | NVENTI ONS

PART 8--INVENTIONS RESULTI NG FROM RE-
SEARCH GRANTS, FELLOWSHIP AWARDS,
AND CONTRACTS FOR RESEARCH

The followng parts are Department rules and policies relating to
inventions which are made by Department enployees having a relation to
their official duties or with some contribution fromthe Government or
which arise fromresearch or related activities assisted by grants or
otherwise under programs admnistered by the Departnent.

PART 6 -- |NVENTIONS AND PATENTS ( GENERAL)

Sec.
6.0 Ceneral Policy.
6.1 Publication or patenting of inventions.

6.2 CGeneral Responsibility.
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6.3 CGovernnent-owned patents; licensing;dedication tO the nublic,
c.4 Central records; cnnfidcntiality.

AUTHORITY: §§ 6.0 to 6.4 issued under Reoxrg, Plan Wo. 1 of 1933,

18 F.R 2053, 3CFR 1949-1953 Comp., p. 1022; E. O 100y6, 13 F.i. J¥%,
3 CFR 1949-1953 Conp., p. 292; r.o. 10830, 26 F. K 2553, 3 C¥R Luj%-
1963 Conp., p. 456.

§6.0 General Policy.

I nventions devel oped through the resources and activities of
the Department are a potential resource of great value to the public
health and welfare. It is the policy of the Department:

(a)- To safeguard the public interest in inventions developed
by Departnent enployees, contractors and grantees with the aid of
public funds and facilities;

(b) To encourage and recogni ze individual and cooperative
achi evenent in research and investigations; and

(c) To establish a procedure, consistent with pertinent
statutes, Executive Orders and general Covernnent regul ations, for
the determnation of rights and obligations relating to the patent=
ing of inventions.

56.1 Publication or patenting of inventions.

It is the general policy of the Departnent that the results
of Departnment research should be made widely, pronptly and freely
available to other research workers and to the public. This
availabiiity can generally be adequately preserved by the dedica-
tion of a Covernnment-owned invention to the public. Determ nations
to file a domestic patent application on inventions in which the
Department has an interest will be made where the circunstances
indicate that this is desirable in the public interest, and if it
i 'S practicabie to do so. Department determinations nci to apply
for a domestic patent oa enployee inventions are subject to review
and approval by the Comnissioner of Patents. Except where deemed
necessary for protecting the patent claim the fact chat a pateut
application has been or may be filed will not require any departure
from normal policy regarding the dissemnation of the results cf
Department  research

§6.2 General Responsibility.

The Assistant Secretary (Health and Scientific Affairs) is
responsi bl e for the adm nistration of the invention and patent
program of the Departnent and the determination of rights in
inventions and patents in which the Department has an interest.

GENERAL ADM NI STRATION  Supersedes p. 2, Ch. 6-10 (TN 89) TN 155 (10/20/56)
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- =10 continued)

$6.3 Licensing of Governnent-owned patents.

Li censes to practice inventions covered by patents and pending
patent applications owned by the United States Covernment as repre-

sented by this Department will generally be royalty free, revocable
and nonexclusive. They will normally be issued to all applicants and
will generally contain nolinmtations or standards relating to the
quality or testing of the products to be manufactured, sold, or
distributed thereunder.

Were it appears however that the public interest will be
served under the circunstances of the particular case by |icenses
whi ch inpose conditions, such as those relating to quality or testing
of products, requirenent of payment of royalties to the Governnent,
etc., or by the issuance of linmted exclusive |icenses by the Assistant

Secretary for Health and Scientific Affairs after notice and opportunity
for hearing thereon. such licenses may be issued.

$6.4 Central records; confidentiality.

Central files and records shall be maintained of all inventions,
patents, and licenses in which the Department has an interest, together
with a record of all licenses issued by the Department under such patents.
I nvention reports required from enpl oyees or others for the purpose of
obt ai ning determ nations of ownership, and documents and information
obtained for the purpose of prosecuting patent applications shall be
confidential and shall be disclosed only as required for official purposes

or with the consaent of the inventor.

PART / -- EMPLOYEE INVENTIONS

C
0 Wo are enpl oyees.

1 Duty of enployee to report inventions.
3 Determination as to donestic rights.
4 Option to acquire foreign rights.

7 Notice to employee Of determnation.

8

Employee's right of appeal.

AUTHORTITY: §§ 7.0 to 7.8 issued under Reorge. Plan No. 1 of 1953,
18 F. R 2053, 3 CFR 1949.1953 Conp., p. 1022; E. O 10096, 15 F. R
391, 3 CFR 1949-1953 Comp., p. 292; E. O 10930, 26 P.R 2583, 3 CFR
1959- 1963 Comps, p. 4%

Q7.0 who are employees,

As used in this part, the term “Government enpl oyee" neans any
officer or enployee, civilian or mlitary, except such part-tine
enpl oyees or part-tine consultants as nmay be excluded therefrom by a
deternmination made in witing by the head of the enployee's office or
constituent organization, pursuant to an exenption approved by
the Conmi ssioner of Patents that to include himor themwould be

TN-69.15 (10/1/69) Supersedes p. 3, TN-155 GERERAL ADM NI STRATI ON
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(6=10-10 cont'd) . . o
Inpracticable or inequitable, giving the reasons therefor. A person

shal | not be considered to be a part-tinme enployee or part-time
consultant for this purpose unless the terns of his enpl oynment con-
tenplate that he shall work for less than the m ni mum nunber of
hours per day, or less than a m nimum nunber of days per week, or

| ess than the m ni num number of weeks per year, regularly required
of full-time enployees of his class.

§7.1 Duty of enployee to report inventions.

Every Departnment enployee is required to report to the
Assistant Secretary (Health and Scientific Affairs) in accordance
with the procedures established therefor, every invention made by
him (whether or not jointly with others) which bears any relation
to his official duties or which was made in whole or in any part
during working hours, or with any contribution of Government
facilities, equipment, material, funds, or information, or of tine
or services of other Government enployees on official duty.

57.3 Determnation as to donmestic rights

The determ nation of the ownership of the donestic right,
title, and interest in and to an invention which is ormaybe
patentabl e, made by a Government enpl oyee while under the adm nis-
trative jurisdiction of the Department, shall be made in witing
by the Assistant Secretary (Health and Scientific Affairs), in
accordance with the provisions of Executive Oder 10096 and Govern-
ment-w de regul ations issued thereunder by the Comm ssioner of
Patents as fol | ows:

(a) The Governnent as represented by the Assistant Secretary
(Health and Scientific Affairs) shall obtain the entire donmestic
right, title and interest in and to all inventions made by any
Government enpl oyee (1) during working hours, or (2) with a contri-
bution by the Governnment of facilities, equipment, materials, funds,
or information, or of tine or services of other Government enployees
on official duty, or (3) which bear a direct relation to or are made
in consequence of the official duties of the inventor

(b) In any case where the contribution of the Governnent,
as measured by any one ormore of the criteria setforth in para-
graph (a) of this section, to the-invention is insufficient equitably
to justify a requirement of assignment to the Govermment of the
entire domestic right, title and interest in and to such invention,
or in any case where the Government has insufficient interest in an
invention to obtain the entire donestic right, title, and interest
therein (although the Governnent coul d obtain same under paragraph
(a) of this section), the Department, subject to the approval of
the Conmi ssioner, shall leave title to such invention in the enployee,
subj ect, however, to the reservation to the Governnent of a nonex-
clusive, irrevocable, royalty-free license in the invention wth

GENERAL ADM NI STRATION  Supersedes p. 4, Ch. 6«10 (TN=-83) m 155 (10/20/66)
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(6-10-10 continued)

power to grant licenses for all governmental purposes, such reserva-
tion to appear, where practicable, in amy patent, donestic or foreign
which may issue on such invention

(c) In applying the prw sious of paragraphs (a) and (b) of
this section tothe facts and circumstances relating to the naking
of amy particular iuvention, it shall be presuned that an iuvention
made by an enpl oyee who is enployed or assigned (1) to invent or
I mprove or perfect any art, machine, manufacture, or conposition of
matter, (2) to conductor perform research, devel opment work, or
both, (3) to supervise, direct, coordinate, or review Governnent
financed or conducted research, developnent work, or both, or (4)
to act in a liaison capacity among governmental or nongovernnenta
agenci es orindividuals engaged in such work, falls within the
provi sions of paragraph (a) of this section, and it shall be pre-
sumed that any invention made by any other enployee falls within
the prwisions of paragraph (b) of this section. Either presunption
may be rebutted by a show ng of the facts and circunstances and
shall not preclude a determnation that these facts and circumstances
justify leaving the entire right, title and interest in and to the
invention in the Govermment enpl oyee, subject to |aw.

(d) In any case wherein the Governnent neither (1) obtains
the entire domestic right, title and interest in and to an invention
pursuant to the provisions of paragraph (a) of this section, nor
(2) reservesa nonexclusive, irrevocable, royalty-free license in
the invention, with power to grant |icenses for all governmenta
purposes, pursuant to the provisions ofparagraph (b) of this section,
the Government shall |eave the entire right, title and interest in
and to the invention in the Governnment enployee, subject to |aw

57.4 Option to acquire foreign rights.

In any case where it is determned that all domestic rights
shoul d be assigned to the Govermment, itshall further be determ ned,
pursuant to Executive Order 9865 and Government-wide regul ations
I ssued thereunder, that the Government shall reserve an option to
require the assignment of such rights in all or in any specified
foreign countries. In case where the inventor is NOtrequired to
assign the patent rights in any foreign country or countries to the
Government or the Government fails toexercise its option within
such period of time as may be provided by regulations issued by the
Comnissioner of Patents, any application for a patent which may be
filed in such country or countries by the inventor or his assignee
shal| nevertheless be subject to a nonexclusive, irrevocable
royalty-free license to the Government for all governmental purposes,
i ncluding the power to issue sublicenses for use in behalf of the
Governnent and/or in furtherance of the foreign policies of the
Government.

TN-155 (10/20/66) Supersedes p. 5, Ch. 6=10 (TN-83) GENERAL  ADMINISTRATION
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(6-10-10 cont'd) §7.7 uotice t O emplovee of determination,

The enpl oyee-inventor shall be notified in witing of the
Departnent's determnation of rhe rights to his invention and of
his right of appeal, if any. Notice need not be given if the
enpl oyee stated in witing that he woul d agree tothe determ nation
of ownership which was in fact made.

§7.8 Employee's right of appeal.

An enpl oyee who is aggrieved by a determ nation of the
Departnment nay appeal to the Conmissioner of Patents, pursuant to
section 4(d) of Executive Oder 10096, as anmended by Executive Order
10930, and regul ations issued thereunder, by filing a witten appeal
with the Connnissioner, in duplicate, and a copy of the appeal wth
the Assistant Secretary (Health and Scientific Affairs), within 30
days (or such longer period as the Conmissioner my, for good cause,
fix in any case) after receiving witten notice of such determna-

tion.
PART 8 -- | NVENTI ONS RESULTING FROM RESEARCH GRANTS,
FELLOW3HIP ARMARDS, AND CONTRACTS FOR RESEARCH
Sec.
8.0 Policy.
8.1 Conditions to be included in research grants.
8.2 Determnation as to donestic rights.
8.3 Licenses to the Government.
8.4 Option to acquire foreign rights,
8.5 Fel |l owshi ps.
8.6 Contracts for research.
8.7 cancer chenotherapy industrial research contracts.

AUTHCORI TY: 5§ 8.0 to 8.7 issued under Reorg. Plan No. 1 of 1953,

18 F.R 2053, 3 CFR1949-i953 Comp., p. 1622; 9.0. 10096, i5 F.R 391,
3 CFR 1949-1952 Comp., p. 292; E,0, 10930, 25 F.R 2583, 3 CFR195%-
1963 Conp, p. 456.

98. 0 Poiicy.

(a) Th: Department of Health, Educati on, and Welfare each
year is expending large sums in che formof grants for research
These grants are made primarily by the Public Health Service in
carrying out its broad responsibility under the Public Health Service
Act to promote and coordinate research in the field of health and to
meke available information concernin% such research and its practica
appl i cation. The scientific and technol ogi cal advances attributable
in varying degrees to this expenditure of public funds frequently
include patentable inventions

GENERAL ADM NI STRATI ON Supersedes n, 6, Ch. 6=10 (TN 15) TR-155 (10/20/86)
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(6-10-10 conti nued)

(b) The Department, asa matter of policy, takes the position
that the results of research supported by grants of public noneys
shoul d be utilized in the manner which woul d best servethe public
interest. It is believed that the public interest will in genera
be best served if inventive advances resulting therefromare made
freely available to the Covernnent, to science, to industry, and to
the general public.

(c) On the other hand, in sone cases it may be advisable to
permt a utilization of the patent process in order to foster an
adequate conmmerci al devel opnent to make a new invention widely
avai | abl e. Moreover, it is recognized that inventions frequently
arise in the course of research activities which also receive sub-
stantial support fromother sources, as well as fromthe Federa

grant. It would not be consistent with the cooperative nature of
such activities to attribute a particular invention prinarily to
support received from any one source. In all these cases the Depart-

ment has a responsibility to see that the public use of the fruits
of the research will not be unduly restricted or deni ed.

(d) The follow ng conditions have been adopted to govern the
treatnent of inventions made in these various types of situations.
They are designed to afford suitable protection to the public interest
while giving appropriate recognition to the legitimate interests of
others who have contributed to the invention

58.1 Conditions to be included in research grants.

Subject to legislative directives or Executive Orders pro-
viding otherwise, all grants in aid of research shall provide as a
condition that any invention arising out of the activities assisted
by Lhe grant shall be pronptly and fully reported, and shall provide,
el ther

(a) That the ownership and manner of disposition of al
rights in and to such invention shall be subject todetermnation
by the Assistant Secretary (Health and Scientific Affairs), or

(b) That the ownership a&disposition of all domestic rights
shall be left for determnation by the grantee institution in
accordance with the grantee's established policies and procedures,
with such nodifications as may be agreed upon and specified in the
grant, provided the Assistant Secretary (Health and Scientific Affairs)
finds that these are such as toassure that the invention will be
made avail abl e without unreasonable restrictions or excessive royalties,
and provided the Governnent shall receive a royalty-free |icense, wth
a right to issue sublicenses as provided in 08.3, under any patent
appl i ed for or obtained upon the invention

TN- 155 (10/20/66) Supersedes p. 7, Ch. 6=10 (TN-17) GENERAL ADM NI STRATI ON
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(6-10-10 cont 'd) (¢) wherever practicable, any arrangement with the grantee
pursuant to paragraph (b) of this section shall provide in accordance
with Executive Order 9865 that there be reserved to the Governnent an
option, for a period to be prescribed, to file foreign patent applica-
tions upon the invention

E8.2 Determnnation as to domestic rights.

Rights in any invention not subject to disposition by the
grantee pursuant to paragraph (b) of §8,1 are for determnation by
the Assistant Secretary (Health and Scientific Affairs) as follows;

(a) <f he finds that there is adequate assurance that the
invention will either be effectively dedicated to the public, or
t hat any patent which may be obtained thereunder will be generally
avail able for royalty-free and nonexclusive licensing, the effectua-
tion of these results my be left to the grantee

(b) If he finds that the invention will thereby be more
adequately and qui ckly devel oped for w dest use and that there are
satisfactory safeguards agai nst unreasonable royalties and repressive
practices, the invention may be assigned to a conpetent organization
for devel opment and admnistration for the termof the patent or such
lesser period as may be deened necessary.

(c) If he finds that the interest of another contributing
Government agency is paramount to the interest of the Department of
Health, Education, and Welfare, or when otherw se legally required
or in the public interest, the invention may be left for disposition
by that agency in accordance with its own policy

(d) In all other cases, he shall require that all donestic
rights in the invention shall be assigned to the United States
unl ess he determnes that the invention is of such doubtful inpor-
tance or the Government's equity in the invention is so mnor that
protective  neasures, except as provided in 58.3, are not necessary
in the public interest.

§8.3 Licenses to the CGovernnent.

Any arrangenent or determnation as to the disposition of
rights in inventions pursuant to 68.1, 08.2, $8.5, or 58.6 shal
require that there bereserved under any patent application or patent
thereon, domestic or foreign, a nonexclusive, irrevocable, royalty-
free license to the Government with power to sublicense for all
governnental  purposes

58.4 Option to acquire foreign rights.

In any case.where it is determned that all domestic rights
shoul d be assigned to the Governnent, there shall be reserved to
the Government, pursuant to Executive Order 9865 and Governnent-w de

GEMERAL ADMINISTRATION™ - | TN-155 (10/20/66)
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" (6-10-10 conti nued)

regulations issued thereunder, an option to require the assignment of
all rights in the invention in all or in any specified foreign

countri es. In any case where the inventor is not required to assign
the patent rights in any foreign country or countries to the Govern-
ment, or the Governnment fails to exercise its option within such
period of time as may be provided by regulations issued by the

Chai rman of the Government Patents Board, any application for a
patent which may be filed in such country or countries by the inventor
or his assignee shall nevertheless be subject to a nonexclusive,
irrevocable, royalty-free license to the Governnent for all govern-
mental purposes, including the power to sublicense for all governnenta
pur poses.

58.5 Fel | owshi ps.

In the discretion of the Assistant Secretary (Health and
Scientific Affairs), the award of afellowship to aperson not a
Govermnment enpl oyee may provide for the reporting of any invention
made during the term thereof, and for its disposition in accordance
with the provisions of paragraph (a) of §8.1, or for its disposition
by the institution at which the research was performed in accordance
with its established policies, if applicable to such an invention
whi ch neet the requirenents of paragraph (b) of such section

§8.6 Contracts for research.

(a) Contracts for research, with other than nonprofit insti-
tutions, shall provide that any invention first conceived or actually
reduced to practice in the course of the perfornmance of the contract
shal| be pronptly and fullz reported to the Assistant Secretary (Health
and Scientific Affairs), or determnation by him8s to the manner of
disposition of 811 rights in and to such invention, including the
right to require assignnent of all rights to the United States or
dedication to the public. In the exercise of this power he will be
guided by the policy specified in 58.2 with respect to grants.

(b) Contracts for research with nonprofit institutions shal
contain provisions as in paragraph (8) of this section except that,
if it is determined that the institution's policies and procedures
are acceptable 8s neeting the requirenents of §8,1(b) with respect to
grants, the contract may provide, with such special stipulations in
the contract as may be deemed necessary in the public interest, for
| eaving the ownership and disposition of all domestic rights for
determ nation by the contracting institution in accordance with such
policies and procedures

§8.7 Cancer chenot herapy industrial research contracts.

Not wi t hst andi ng the provisions of §8.6,the Surgeon Genera
in the negotiation ofcontracts with other than nonprofit organiza-
tions for the cancer chenotherapy research program shall be subject
only to such limtations and alternatives as the Assistant Secretary
(Health and Scientific Affairs) my approve for such program

m 155 (10/20/66) GENERAL ADMINISTRATION
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(6-10-1G continued)

§8.3 Screening of conpounds generated under LHEW Qrants and awards

(a) Ceneral Policy

(1) Chem cal conpounds havi ng potential nedicinal and other utilities are
often synthesized or identified during the course of research financed under
DHEW research grants and awards. Reporting, filing patent applications on,
and determ ning ownership in inventions relating to such conpounds pose prob-
lems which require special attention, After a conpound has been synthesized,
it generally will not constitute a patentable invention under the patent |aws
of theUnited States until a specific utility for the conpound has been estab-
lished. It is the policy of the Department that all conpounds synthesized or
identified during the course of grant-supported research should be adequately
screened and tested in CGovernment or nongovernment facilities in order that
all possible utilities may be ascertained and that any prom sing compcunds
may be fully devel oped for wi dest possible use. The Departnent encourages
the utilization, whenever appropriate, of the screening services of the Cancer
Chenot herapy National Service Center and the Walter Reed Armylnstitute of
Research.

(2) It is the policy of the Department notw thstanding anything to the
contrary under patent |aw of the United States or requirements of U S. Patent
Ofice practice, to acquire no ownership rights to inventions claimng novel
met hods of using canpounds, where such use inventions are first conceived and
reduced to practice solely by the screening or testing organization w thout
the use of grant funds.

(b) Screening performed with use of grant funds

Where nongovernnmental facilities are utilized for screening services
to be performed and paid for by the grantee (as used in this section, the
term "grantee" refers to awardees in addition to grantee institutions) wth
grant funds, the grantee shall obtain an agreement with the screening organi-
zation providing that the screener shall pronptly report to the grantee the
details of any positive findings of utility for the conpound and that all
invention rights relating to the compound and its utility shall, as between
the grantee and the screener, vest in the grantee. Upon recei pt of such
report of positive findings, the grantee shall promptly forward copies to
DHEW  Ownership of all invention rights to the.compound Or reported utili-
ties shall be subject to the disposition by the Assistant Secretary (Health
and Scientific Affairs) as provided by the terns of the grant or award in
accordance with Section 8.2, except that where the grantee institution has
entered into an Institutional Patent Agreement with the Department pursuant
to Section 8.1(b) above, ownership of the invention rightsshallbe in accor-
dance with the-ternms of that Agreenent.

(¢) Screening performed without the use of grant funds

Where screening is to be performed at nongovernnmental facilities
without the use of grant funds, the grantee may proceed tohave conpounds
screened under one of the followng arrangenents:

GENERAL ADM NI STRATI ON ™-69.1 (1/3/69)
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(1) Institutional Patent Agreenent -- Were the grantee institution
has entered into an Institutional Patent Agreenent with the Departnment under
Section 8.1(b) of the Department Patent Regul ations, the grantee shall enter
into an agreement with the screener which shall be consistent with, and will
permt the grantee to fully conply with its obligations under such Institu-
tional Patent Agreenent. The agreement with the screener shall, as a nini mum
provi de that ownership of patent rights to inventions resulting fromthe
screeni ng process shall vest, depending on the |aw of inventorship, in the
grantee, the screener, or both, except that such agreenent may | eave to screen-
ing or testing organi zations ownership rights to inventions claimng novel
nmet hods of using compounds, where such use inventions are first conceived
and reduced to practice solely by the screening or testing organization with-
out the use of grant awards. The grantee shall adnminister all invention
rights to the conpound and all other invention rights vested in the grantee
in accordance with the terms of the Institutional Patent Agreenent.

(2) Patent Agreements for Screening -- Were an Institutional Patent
Agreenment is not in effect, the grantee shall enter into an agreenent with a
screener to govern disposition of rights to inventions resulting fromthe
screeni ng. Such agreenents shall be in the formprescribed by or as may be
approved by the Departnent and shall be consistent with the policy set forth

in (a).

(3) Determination of Invention Rghts Prior to Screening -- Were a
grantee has not entered into an Institutional Patent Agreenent, it may, prior
to maki ng arrangenents for screening, petition the Assistant Secretary (Health
and Scientific Affairs) requesting a determnation that invention rights per-
taining to an identified conpound be assigned to the grantee for adm nistra-
tion, pursuant to the provisions of Section 8.2(b) above. Determnations
under Section 8.2(b) nornmally permt the grantee to grant exclusive |icenses
for a limted period of tine. Such petition nust denonstrate that an assign-
ment is required in order to achieve effective screening of the conpound and
any resulting inventions will thereby be nmore adequately and qui ckly devel oped
for widest use.

TN - 69,1 (1/3/69) GENERAL ADMINISTRATION



REGULATIONS AND PROCEDURES . Page &

6-~10-20  PATENT POLI CY APPLICABLE TO CANCER
CHEMOTHERAPY INDUSTRIAL RESEARCH CONTRACTS

A Ceneral

1. The cancer chenotherapy program of the Public Health Service is
an intensified effort, wth special appropriations made available
tier a Congressional directive, to explore exhaustively and
rapidly the potentialities of chem cal compounds in the control
of cancer. Because of the peculiar exigencies of this program
and in order that the resources of pharmaceutical and chem cal
firms may be brought to bear with a minimum of delay, certain
exceptions t0 general Department policy will be permitted in the
negotiation of industrial contracts for this program

2. In?]ustrial research contracts for this program may contain
ei ther:

a. the standard patent clauses, reserving to the Surgeon General
the ri%ht to determne the disposition of inventions arising
from the performance of the contract or,in lieu of such
right,

b. etandard alternative clauses |eaving the right to patent and
expl oit such inventions with the contractor, subject to
certain lintations deened necessary to protect the public's
interest in the results of the contracted research.

3. Departnent policy concerningthe negotiation and operation of the
alternative clauses:

a. Contract negotistions: The alternatives indicated will be
made available in the negotiations with all contracting
conpanies wthout discrimnation.

b. Publicinterest: The operation of these alternative clauses
will be closely reviewed to assure that the following basic
Cbj ectives are maintained in the public interest:

(1) The availability of information concerning the results
of research and the right, without urdue delay, to make

di scl osgr es to the extent essential to serve the research
need:;

(2) The availability for devel opment and use of health
purposes, on reasonabl e terms, of inventions arising
f romthe research contract, whether actual development
and production is to be mad8 by the contractor hinsel f
or by others; and

"GENERAL ADMINISTRATION Supersedes page 8, Ch 6-10 (IN-15) TR21 (7/31/58)
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(3) Sustained concentration on the anti-cancer objective of
al | resources mobilized for the purposes of the
contract.

c. Contractor's interests: The Surgeon General or his represen-
tatives shall maintain close consultations with the contractor
concerning questions affecting the public need for the
products of inventions which are subject to the limtations
prescribed in the alternative clauses for the Frot ection of
the public intersst with respect to their supply, price, amd
quality. The objective of these consultations shall be to
promote a nutual awareness of such matters in ordsr to assure
to the contractor (under his right to exploit the invention)
an opportunity on his own initiative to take such actions
regardi ng them as he believes would be in his amd in the
public interest.

B.  Contracts for regearch--Rights lefv ocontractor. Wen the oontract
i s for research{including contracts f or product development necessary

for purposes 0f research; to be performed by the conpany (with or

wi thout provision for subcontracting), the contract, as an alternative
to the standard patent cl auses, may provide for leaving to the con-
tractor the right to patent and exploit any invention conceived or
first actually reduced to practice in the course of the performnance

of the contract subject, however, to the following |imtations which
are deemed necessary to protect the public interest:

1. Beporting. Agrsement that the contractor will report pronptly to
the Surgeon General any such invention and Will also report
promptly the £iling of any donestic or foreign patent application
thereon or his election not to file such application. Invention
Report shall be required after the conception or first actual
reduction to Bractice of each invention that reasonably appears
to be patentable amd, in any evemt, a8 soon as any -evidence of
uti |)|ty has been devel oped (whether in a health or other field of
uss ).

2. p;%]‘gg_gg., Reservation to the Surgeon Genmeral of the right to
make di sclosure of the invention, whenever he deens it in the

public interest, after taking into consideration a reasonable
opportunity to the contractor to protect such rights as he may
have in the invention. The contract may specify that such dis-
closure shall not in any case, w thout the consent of the
contractor, be made in less than six months from the time the
Surgeon Generzl determines t he invention was or shoul d have been
reported,

TN-21 (7/31/58). Supersedes page 9, Chapter 6-10 (TN-15) GENERAL ADMINISTRATION
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(6~10-20B eontinued)

3.Licenge t0 the Governnent. Reservation to the Government of an
I rrevocabl e, nonexclusive, royalty-free |icense to practice or
cause to be practiced, by or tor the Governnent throughout the
wor | d, each subject invention (whether patented or unpatented)
in the manufacture, use cr disposition according to |law of any
article or material or in the use of any method or process.

4, Failure to neet health needs.

a, Inrecognition of the Govermment'!s investnent and the public
interest in the results of contracted research, agreement
that whenever, subsequent to the contractor's filing of a
patent application for any invention conceived orfirst
actual |y peduced to practice in the course of the perfornmance
of a contract, the surgeon General, after obtaining and
considering the advice o% such edvisory bodies or consult-
ants as he deens appropriate and conpetent, has ground to
believe that such invention, whether related to a product,
process, or otherwi se, is at such stage of devel opnent that
If it were nore generally available it would neet a health
need amd that the public interest -}/- requires the invention
to be available for health purposes to others than the con-
tractor amd his |icensees, he shall so notify the contractor
giving reasons therefor, amd request him within a time
specified, to take appropriate steps to meet the public need,
wni ch may include the issuance of |icenses to additiona
manuf acturers of the contractor's own selection. (Such re-
quests shall be supplenmentary to such informal consultations
between the Surgeon General or his representative and the
contractor as have taken place in accordance with the provi-
sions of section A,3eabove)

b. If, upon expirationof the time specified, or suchextension
thereof as approved by the Surgeon General, the Surgeon
General find3 that the contractor has failed to take appro-
priate steps adequate to meet the public need, he shal
notify the contractor, wth reasons therefor, that at the end
of 90days from such notice he will exercise the rights

SEecified below.  If within 20 days of receipt of such notice

the contractor fails to £41e a witten request for a hearing

as provided bel ow, the Surgeon General shell upon expiration
of the above 90-dey period have the right:

1/ Wth respect to supply, quality, or price

GENERAL ADM NI STRATION  Super sedes page 10, Chapter 6-10 (TN-15) TN-21 (7/31/58)
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(6-10-20, 84 conti nued)

(1) to dedicate to the public all rights in the invention

Z or;

(2) to issue (under orin anticipation of the issuance of
any such patent) nonexclusive, royalty-free |icenses
(for practice of the invention for amy health purpose)

on a nondiseriminatory basis to all qualified applicant8
to use, manufacture and sell embodiments of the inven-
tion for any health purpose. 3/

c. If, wWithin 20 days of receipt of notice, the contractor files
such request for a hearing, the Surgeon General, or a repre-
sentative Or representatives designated by himfor this pur-
pose, shall afford the contractor a reasonable opportunity to
be heard, to be represented by counsel, to present any perti-
nent information and argument, and to rebut any other inform-
tion to be considered in reaching a decision. The findings by
the Surgeon General or such representative(s) shall be in
witing, shall be based solely onthe material presented at
the hearing, and shall be final and binding on the contractor.
If the Surgeon Ceneral's decision based on these findings be
that the contractor has not met the public need and that
public dedication or additional licemsing by the Surgeon
General is necessary in the public interest, he may so dedi-
cate or license, effective at the end of the above-provided
20-Idaty period or at the conclusion of the hearing, whichever
s later.

5. Contractort'sdeterm nation not topstent--Failure t 0 pursue
dpplication, Agreement that in the event the contractor elects,
within a period (not to exceed six nonths after the invention
was O should have been reported)specified in the contract, not
to file a patent application on the invention, or, having el ected
to file thereafter fails tofile and diligentlﬁ prosecute a
patent application, the Surgeon CGeneral, when he deems it neces-
sary in order to protect the availability of the invention for
health purposes, shall have the right to require the assignment
to the Government of all domestic rights therein except for the
resterv?tion of a nonexclusive royalty-free Iicense to the
contractor. \

2/ Such dedication to be effective against the contractor amd amy persons
cleiming from him u?on filing by t he Surgeon General with t he Commis-
sioner Of Patents Of notice of game,

3/ Either one or both of these alternatives shall be specified in the
contract.

T™-21 (7/31/58) Super sedes page 11, Chapter 6-10 (TN-15) GENERAL ADMINISTRAT ION
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(6~10~20B cont i nued)

6.

7.

Foreign Rights, Sinmilarly, agreement that if the contractor fails
to file, or elects not to file, foreign patent applications which
the Surgeon CGeneral determnes are necessary to protect the avail-
ability of the invention for health purposes in other countries,
thehSurgeon General may require the assignment of the foreign
rights.

Renegotiation on new | eads. (Such a provision not mandatory).
The contract may provide that if, in the course of the performnce
of the contract, the contractor identifies any new lead which it
w shes to develop at its own expense, without utilisation of faci-
lities financed by the Government, the Surgeon General may, when
he deens it consistent with advancenent of the research purposes
of the Governnent, renegotiate the application of the patent pro-
visions of the contract to such new | ead. Any nodification of the
terms of the contract shall he upon such consideration (which may
be used to reduce the obligation of the Government under the con-

tract) as the Surgeon Ceneral may deem equitable under the circum

stances, after taking into consideration the extent of the invest-
nent of the Government in relation to the probable cost of further
devel opment .

C, Contracting W 8 iers ' i onlvy,

1

then a company furnishes, for controlled screening and testing
only, compounds Or products not otherw se available to the Service
and in which the company has a proprietary Interest, the contract
may ﬁrovide that all rights in the conpound or product shall remain
in the conpany, It my additionally provide for confidentiality of
the results for a limted period after the conpletion of the screen-
ing process and the report of the results by the Service to the sup-
plier. Such period, as to results deenmed significant for the re-
sear chpurpose, shall not exceed 12 months.

Wien the screening and testing of compounds obtained from the sup-
plier under such a contract is carried out by an outside |aboratory,
the contract of the Servicewith the laboratory will contain provi-
sions to safeguard the rights of the supplier under its contract
wWith the Service.

GENERAL ADMINISTRATION
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(6=10-20 continued)

D.

lnventions by Federal Employees, Inventions made by Federal enployees
or by Federal enployees jointly with others, are subject to determna-
tion under applicabl e Executive Orders and Departnent regul ations.
Appropriate reference to this requirenent will be nade in pommection
wth contracts with suppliers of chem cal campounds for use in
research to ve comducted by the Service, amd contracts for research
and devel opment in which Federal enployees may in any way partici-
pate.

Background patents or rights. Nothing in this policy statement shall

be deemedto limt the authority of the Surgeon General to negotiate

for a license or other rights underexisting patents or involving the
use of patented or unpatented compounds Or processes, as he map deam
necessary for the effective prosecution of the cancer chenotherapy

prograim,

TN-21 (7/31/58)
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pART 6 . . Patents and Inventions
CHAPTER 6=~30

CRITERIA FOR PATENTI NG OR PUBLICATION--~PROOF OF | NVENTI ON

6~30-00 Purpose
10 CGeneral Assunptions
20 Determnation as to Patentability
30 Inventions of Trivial Value or Significance
40 Inventions of Substantial Value or Significance
50 Publication as an Alternative to Patentinge
"Printed" Publication
60 Not ebooks and Original Records--Evidence of Invention

6-30-00 PURPOSE

This chapter provides supplenentary eriteria for Department
personnel who are charged with responsibility for making
recommendations as to the patenting or publication of inven
tions in which the Department has an interest (45C.F.R. 7.5).
It is issued, with the approval of the Departnent Patents
Board, pursuant to Departnment Regulations (45 C.F.R 6.5).

6=30-10  GENERAL ASSUMPTI ONS

A. The Department's interest in inventions is alnost the reverse of
that which generally pronpts a private patent application. 1t8
concern is not to withhold the invention from the public or to
charge royalties for its use but to assure the availability of
the invention to all (45 CF.R 6.2). This assurance wth
respect to an invention may be lost if an individual claimng
priority of invention files a patent application

B.  The Department therefore does have au interest, and under
Executive Order 10096 it has an obligation, to take appro-
priate defensive action, to protect the interest of the
Covernment and the public against potential adverse clains.
Such action may take the formof initiating a patent appli-
cation or by full disclosure through publication.

C. Sinece not all inventions are of sufficient inportance to
warrant the |abor and éxpense of patenting, and since the
Departnent does not itself maintain staff or facilities for
such purpose, the need for patenting andthe resources
available for handling a patent applieation need to be
weighed careful |y before a determnation as to patenting
I'S mgde. '

6-30-20  DET TION AS TOPATENTABILITY

A. No recommendation as t0 patenting should in any case be made
unless it is first determned that the invention may be
patentabl e.

HEW TN-6 (9/17/56) -
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Pege 2

{6-30-20 continued)

3.

c.

6-30-30

D,

mended that title be left wt

The determnation as to whether the invention "msy be patentable"
shoul d Identify the originality of concept, as well as the elements
of novelty amd useful ness, beliewved to be present in the invention,
This is for the reason that, even though an invention i S *new and
useful® it is not patentable "if the differences betweent he subgect
matter sought to be patented and the prior art are such that the
subject matter as a whol e would have bsen obvious at the time the
invention was made to a person baving ordinary skill in the art to
whi ch the subject matter pertains.,” (35 U S.C. 103)

vhether it is determined t hat t he invention may or may not be patent-
able, the basis for the conclusions reached should bs indicated in the
determnation. For example, a Witten report On these points by
research workers who bave famliarity with the art in the particul ar
field is valuable, because it may indicate that the invention has been
fully anticipated. In any event, the report itself will constitute a
record bearing on the relation of the invention to the prior art, and
so may serve a protective purpose,

The determination should set forth fully the dates of conception and
of reductiontopractice (or of the successful test or performance)
of the invention, ami of amy prior disclosure (speeches, writings,
printed publication, etc.) or use thereaf. These are important be-
cause t he invention will not be patentable if gt the time of t he
determinaetion it has been for more than One year either—

1, described in a printed publication 4n this country er abroad; or
2. in public useor on sale in this eountry (35 U.S.C 102(b)).

NS OF T VALUE_O CE
Unl ess "useful® to some degree, the invention will not be patentable.

Bven though the invention is ﬁossi bly patentable, it may be recom-

the inventor, pursuant to section 7.3
(b) of the Department Regulations On grounds of "insufficient
interest,® subject to license to the Government under amy patent
which may be secured.

Governnment "interest®™ has two aspects. First, the CGovernment has an
interest as a potential user of the invention in its own operation8
or.as a purchaser of products embodying the invention. Second, it
has an interest {particularly strong in the field of research) of
preservingfor the public the productsofits work and investment,
Ordinarily, therefore, a recommendation of dedication to t he public
by publication rather then a finding of insufficient interest is
aﬂpropriate in the case of all but patently trivial gedgets in which
ft er_eI has been no substantial investnent of Govermmenttime or
acilities,

Determinations of "insufficient interest" are subject to reviewby
the Chairman of the Govermment Patents Board.

GENERAL ADM N STRAIT ON
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CRITERIA FOR PATENTI NG OR PUBLI CATI ON- PROOF OF | NVENTION 6=30=40C

6-30-40
A,

C.

NT IO

In general patenting should not be recommended when printed publication
of a technically adequate description can be, Or has been, arranged, or
disclosure t0 or use by others can be, or has been, arranged under

saf equards which will assure the availability of proofs asto tine of
conception, reduction to practice, and disclosure. (A person is not
entitled to a patent if ®the invention was known or used by others in
this country, or patented or described in a printed publication in
this or a foreign country, before the invention thereof by the appli«
cant for patent.,® 35 U S C 102 (a).) Certainly patenting shoul d not
in the absence of unusual justification be recommended if the one year
period which may el apse between a printed publication and the filing

o an application has al most el apsed.

Patenting, however, is appropriately recommended whene=-

1. it is deemed advisable, in the case of an invention of high
pobential significance to the public health, safety, or wefare,
to obtain maxi num assurance agal nst potential rival clainms by
establishing priority of invention and diligence in reducing to
practice; or

2, it is deenmed advisable, for reasuns of health or safety, to retain
control (beyond that afforded under the Federal Food, Drug, and
Cosmetic Act, as amended, Or the Public Health Service Act, as
amended, or other Federal control |egislation) of the invention
itself, with legal authority to inpose restrictive conditions on
its use; or

3. other Federal agencies have such interest in the invention that
they woul d be prepared to prosecute the patent application

1. Filing my be especially inportant as a protective device when

there is likely to be a considerable |ag between conception and
actual reduction to practice and the invention is in a highly
conpetitive field or when the invention is a basie one likely to
constitue a key to subsequent advances in the art.

2, The filing of a patent application may be of great practica
importance in case of conpeting clainms because the Cemmissioner
of Patents is under a duty to give notice and have questions of
priority determ ned a board of patent interferences whenever
an application is made which would seemto interfere with any
perding application or any unexpired patent. (35 U.S.C. 135)

3. "In determning priority of invention there shall be considered
not only the respective dates of a conception and reduction to
practice of the invention, but alsu the reasonable diligence of
one who was first to conceive and last to reduce to practice, for
atime prior to conception by the other." (35 U.S.C. 102 (g))

6 (9/17/56)
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Page 4

{6=30-40ccont i nued)

D,

Ee

6-30=50
A,

4, If a patent has issued, the filing of an allowabl e applica-
tionis regarded in litigetion involving priori t({ or" invention as
a constructive reduction to practice and as evidence that the
filnlvlentor made his invention at |east as early as the date of
i1ing,

The inventor's interest, as a matter of prestige anmd professional
reputation, in having a patent issued in his name does not justify a
recommendation for a patent application to be prosecuted at the
expense Of t he Govermment,

In orderthat final determinations as to ownership nmay not be del ayed
perdingresolution of -the c%uestion of patenting, the operati ng. agency
my nake a determnation to patent contingent upon the availability

of timely arrangements for the prosecution of a patent appli eztiom,
with reltance, In the event that these are not feasible, upon publica-
tion to protect the public interest.

PUBLI CATI ON AS AN ALTERNATIVE TO PATENTLNG PRI NTED' PUBLI CATL ON

Publication, to be effective as an anticipation, requires a full
disclosure setting forth the essential elements of the invention,
and the manner of making and using it.

Such publication may be mad8 in a technical journal ordigest, in a
publication of the operating agency (e.g., Public Health Reports,
Social Security Bulletin) or in any other printed publication.

Additionally, the Office of Technical Services in the Department of
Commerce, through the nonthly publication of "U, S. Government
Research Reports", provides a neans of achieving technical "publica~
tion" as well as a means Of dissem nating papers which disclose the
results of research. Oiginal reports £iled with the Office of

Techni cal Cervices are deposited in the Library of Congress and
copies may be ordered fromthe Library in photocopy or microefilme

In addition, Ofice of Technical Services Is prepared to distribute
stock copies of scientific r esearch reports for government agenci es.
Listing in "Researeh Reports", together with the deposit of a type-
written or other copy in an appropriate Federal library, end published
announcenent of a means provided for duplication of copies for the
public have been held to constitute 'printed publication™ under

35 U S.C 102(b). An operating agency Wishing to avail 3itself O this
channel should communicate with the Chief, Technology Division, Ofice
O Technical Services, Departnent of Commerce,

GENERAL ADMINISTRATION
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6-30-60 NOTEBOOKS AND OFUG NAL RECORDS- EVI DENCE OF | NVENTI ON

A.  Whether or not a patent applicationis filed, witten records, and
particularly original records, properly dated, are inportant evidence
of invention both as to completeness and the tine when made, When
these exist they may be used defensively to prevent the issuance of a
patent on an invention subsequently conceived, or to contest the
validity of a patent which mey have been granted to some ot her person,
For such purpose, the conception should be recorded, with indication
of the date of conception, and immediately corroborated by communics-
tion to a conpetent witness who may be asked to read and initial the
record, indicating the date of his initialing. Reduetionto practice
should be corrobated by a wi tness who observes the actual test or
performance. Accurate dating is an essential factor in such records,

B, The operating agency, to the extent deened consistent with good
research practice, should require of its research workers the making
ad preservation of records which will serve a probative purpose.
This is especially desirable in the case of developments failing
Within section 6-30-40.B1,
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